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Certain observations on the international application 
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Box No. I Basis of this opinion 



International application No. 
PCT/TL06/00346 



1. With regard to the language, this opinion has been established on the basis of: 
the international application in the language in which it was filed 

a translation of the international application into 

international search (Rules 12.3(a) and 23.1(b)). 



which is the language of a translation furnished for the purposes of 



2 - SSESissr disc,osed in ,he imen,a,iona ' ■"*»*» » - e«- 

a. type of materia! 

□ 

a sequence listing 

table(s) related to the sequence listing 

b. format of material 
I ] on paper 

in electronic form 

c. time of riling/furnishing 

contained in the international application as Filed. 

□ filed together with the international application in electronic form 

□ furnished subsequently to this Authority for the purposes of search. 



3-D 



£ SJS^J?* *? ' ^ tha " VerSi0 " ° f C ° Py ° f 3 Sequence listi "8 and/or «■"«•> relating thereto has been filed 



4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 *&.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 
Inventive step (IS) 
Industrial applicability (IA) 



Claims Please See C ontinuation Sheet 



Claims Please See Continuation Sheet 



_YES 
NO 



Claims Please See Continuation Sheet 



Claims Please See Continuation Sheet 



_YES 
>'0 



Claims Please See Continuation Sheet 
Claims Please See Co ntinuation Sheet 



_YES 
_NO 



2.. Citations and explanations: 
Please See Continuation Sheet 
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Box No. VII Certain defects in the international application 



The following defects in the form or contents of the international application have been noted: 

contents £5 " 88 * Under PCT Ru,e 66 2 ^ as containing the following defect(s) in the form 

In line 2 of claim 84, - - said - - should be inserted before "ring" 

The recitation "removaf/activator device-, in line 2 of claim 88, should read - - removal or activator device - 



or 
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Box No. VIII Certain observ ations on the international application 

° f ,hC C,aimS ' draWingS ° r °" ,hC «•«*- Wh « her - d— arc fully 

The rec.tation "said insert selectively provides at least support to said support section", in line 6 of claim 1 is unclear becanso 
a sect.on ,snot a structure by itself and therefore the "support section" may be a part of the "insert" ' 
, no*- t reC,tatl0n " sa ' d second material is more rigW ^an the support section" in line 1 of claim 63 is unclear because a section is 
a port™ of; an apparatus : and not a structure n Uf, therefore the section of an apparatus may include the second maS 

The recitation of an "inner section" and "outer section", in lines 2 and 3 of claim 83, in which the inner section is caoahle of 
ZTZlZ ° Uter SeCU ° n " UnC,Car " 3 SeC,i ° n " nW ' and M0K a si "S'e suture «?cS^ta^S^ f 
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V.l. Reasoned Statements: 

^opinion as to Novelty was positive (Yes)with respect to claims 5, 12,15. 18,34-48,55-58,63,65.68-69,73,82 89-90 
Jf27 35 t0 N0Vdty ^ ^t.ve (No) with respect to claims 1-4,6-11, 13-14, 16-17, 1 9-33, 49-54, 59-62, 64,' 66-67, 70-72, 74- 
The opinion as to Inventive Step was positive (Yes)with respect to claims 5. 1 2, 1 5, 1 8, 34-48, 55-58, 63, 65, 68-69 73 82 89-90 
?7?T2£« CP ^ negalWe(NO) ^ th ^ 10 C,ai ™ 13-14. 16-17, 19-33, 49-54, 59-62 64 66 67 70- 

The opinion as to Industrial Applicability was positive (YES) with respect to claims 1-90 
The opinion as to Industrial Applicability was negativc(NO) with respect to claims NONE 

V. 2. Citations and Explanations: 

McUughlSS JSlS&f 2, - 2J * 25> 27 " 28 ' 51 ,SCk ™** PCT A " icle W - b -8 anticipated by 
McLaughlin el al. teaches an apparatus (10, 110, 210) for treating urinary incontinence, comprising' 
a support section (2, 102, 202) that is flexible and is adapted for providing urethral support- 

Z Z^'nf E??, & l ° 6 - 2 ° 6) u^'!" 8 movemem of said a PP" (as described in lines 50-57 of column 4) 
anmsert(12, 1 12, 212), a portion of which is adapted to be positioned proximal lo said support section (2 102 202V 
a cover (4, 104, 204) that substantially encapsulates said apparatus (as seen in Fieures I A 2B?vKch»£~Z' a ■ ' 
to movement by the insert (12, 1 ,2, 212) and therefore can be considered pan of tnTsupp* Z!io* ? * ° 

* ^nnH lhr° Val , dCV,C ? ° 6) 1 ^ ha " 8eS ,hea PP aratus from a first stable position wherein the device is insertablc and removable to 
a second stable pos.t.on wherein the device prov,des support to the urethra (as described in lines 5-9 and lines 42-47 of column 5 T 

wherein said apparatus (10 1 10, 210) is flexible(as described in lines 12-15 of column 5) (as seen in Figures °B2B and 3BV 

(10. 1 1 0, 2?0)r n ,nSen ° } SelCC,iVely PrOV, ' deS 31 16351 SUPP °" '° Said SUPPOn SCCti0n (2 ' ,02 " 202)Tr«aid apparatus 

• «^? C llf aid insert (12, 1 ,2> 2,2) is ada P ted to P rovide P^sure to said support section causing expansion of said ,„n„„n 

C°ciui 7)? 02) which is cylindrica ' and thus expands radial,y (as seen in 1 b - zb - * * z ?sSd££ , o. 

wherein a portion of said insert (212) is elasric whereby the deformation or the elastic portion orovides nressurp m ^ 
support section (202) (as seen in the alternative embodiment in Figure 3B)- provides pressure to expand sa.d 

wherein said support section (2, 1 02. 202) is comprised of at least one support arm (2, 102, 202) shaped like a lube- 
a.,e™ ti ve? m S 

wherein sa.d apparatus (10. 1 10, 210) is inserted so that pressure is applied internally lo provide mid-urethral support. 

(US 65583 C 70 a BT" 4 ' ^ ,3 " 14 ' ^ ^ ^ ^ ^ PCT ^ " (2) * S be '^ antici P aled ^ 

Moser teaches an apparatus for treating urinary incontinence comprising- 

Form FH^gggSS i^y^' ^ ^ ^ " f « ^ " 
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an anchoring section (opposite end to support section) which inherently resists movement of said apparatus; 
a removal device (84) (as described in lines 3-6 of column 9); 

a cover (70) that substantially encapsulates said apparatus (as described in lines 14- 19 of column 7)- 

P vh,h,« fi W ^ re, , n f em,re * e ™ e l S i '? Serted and is ,herefore ^dered to be an insert (72) comprising a first material (54) which 
^ n matenal propert.es and at least a second material (52) making up a tensile element or rcsil.L support member wherein the 

™i ? < -T* To Pr ? e " ? inC ' Udin8 ^ and nexibil "y- whe ™" ^ ™™ selectively expan"d 

support sectton (as seen in Figures 3-5) (as desenbed in lines 50-54 and 59-64 of column 4; lines 39-45 of column 6)- 

elastic and^fhl'in i > * % a " d '* layered wilh ,he sccond ma,erial < S2 >. thc combination or which is 

and flexible ,n orier to provide comfort and support during movement of .he user (as described in lines 50-64 ofcolumn 4) 

to said *£Z2L $ (wT)t maler,a ' (52> a,S ° •* C ° nSidCred W be a " (?2) thal is P""— P™ imaI » a " d P'O^es support 
4 and 8); (W ° * WheTe '" ,he general shape of ,he emire device is co,lical seen in Figures 1, 

a ^.^m 6 '" the 1 tw ^. mate " als of ,he '" se « C72) are different sizes and arc rolled or folded together such that they are considered to 
begeometncally interlocking elements (as described in lines 33-44 ofcolumn 5 and lines 10-38 of column 6) (as seen^n Figu^ 3 M )T 

apparatus; Wherein "* ^ °' SUPP ° r ' member biaseS ,he 5U ™ on sec,ion awav fr om a central axis (Y) of said 

wherein the layers of said insert are a plurality of components removably fitted together. 

5 , U5 1 ' S9 " 6 ° 64 l8Ck T* 1 ? Under PCT Arlicle 33 < 2) 38 bein S anticipated by Johnson (US 42 1 230 1 ) 
Johnson teaches an apparatus capable of being used to treai urinary incontinence, comprising 

a central node (16) that is a rolled sheet or flexible membrane (as seen in Figures I and 2) and is considered a bi s.ahlr 
component as it provides structures to prevent movement in an x and y direction- and considered a b.-s.able 

in lines ZWrtX™^™ ^ "* ^ ™ ( ' 6) <3S 5660 Fi « UreS 1 9 ' 2 1 > < as "escribed 

a second ^^tt^iSttSS 1 ' * ^ C °~ f " Cha "^« *» a P— Ton, 

wh,r«n ,h^ erein f a PP aratus , has f id firet stabl « P«"tion wherein the apparatus is external to the user and said second stable position 
wherein the apparatus is internal to the user and said protrusions are expanded to render support; 
wherein the plurality of protrusions or arms is a support section. 

7.!nJ" S , 66 1 7 and ?0 " 71 ' aCk n °u dty U " der PCT ArticIe 33(2) 35 bein 8 anticipated by Zunker (US 6478726 B I ) 
Zunker teaches an apparatus capable of being used to treat urinary incontinence, comprising- 
a connector (66) (as described by an alternative embodiment in lines 62-66 ofcolumn 12)- and 
a plurality of scrolling sections; 

whereinsrS^ 
l«7of S c^^ 

h' 8 !™'! 2 ' 7 ! 8 "' 1 76 : 77 ? 0V ? ^ Under PCT ArticIe 33 < 2 > « b «"8 anticipated by Hull (US 2002/0 1 38035 A I ). 
Hull teaches an apparatus (12) for inserting a vaginal device, comprising: 
an enclosure (14) for containing said vaginal device (18); and 

a lubricating element located externally of said enclosure (as described in paragraphs [00461. [0047] and [00571V 
wherein said lubricating element is a layer of lubricant applied to said enclosure which is revealed ih^l^ZL . -a a 
and therefore to said layer is removed (as described in lines 1-5 of paragraph [0058]) 

Claims 72 and 75 lack novelty under PCT Article 33(2) as being anticipated by Arnould (US 2003/0149392 All 

Arnould teaches an apparatus ( I ) for inserting a vaginal device (6), comprising: 

an enclosure (2) for containing said vaginal device (6); 

a lubricating element (12) located externally of said enclosure (2)- 

Figures W^S^^l^ £S JSSff ^ <W> ^ 8 '^"^ " ^ «> <» ~« * 

Pm? S 7 . 8 *?! la °u n0Ve " y UndCr PCT Artic,e 33{2) 35 being anticipated by LeMay et al. (US 2004/01 991 00 A I ) 
t ™I an a P? aratus . ca P abI « of extending the shelf life of a vaginall insertable device, comprising 

2 E» rece,p ' 0f , at ,east a first P° rtion <«« ° f «id device and vagina, insertion^ g 

panially iS: reCe ' P ' 8 P ° r,, ° n ( ' 2> ° f " W deWCe S " Ch lha ' Said SeCOnd P° r,io " < 12 > is « 

y" 0 " ?r ''V, "" rffl1 Cnr ' 0<i " rf ' ' h " r " " arTnwPr " P " H ^ fi l,T ^ in Eto 1 and ?>■ 
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a rr. mm oH W ft ^ in H Said ^ OT ^^^ d ^ Wi ? 1 3 PlUrality ° f S!0tS (34) bctWeen P etals (30) > the s ' ots be, '"S sized "umbered to 
accommodate said second portion (12) of sa.d device (as described in lines 51-58 of column 2) (as seen in Figures 2 and 5). 

Claims 83-88 lack noveliy under PCT Article 33(2) as being anticipated bv 
Sanders (US 4726805). 3 

Sanders teaches an apparatus for motivating a vaginally insertable device, comprising- 

an outer section (26, 126) or plunger, adapted for insertion into an applicator or enclosure (110)- 

an inner section (140, 150) or insert, capable of coaxial insertion into and movement within said outer section (26, 126V 
wh,n th J .vSi \ S3ld ring ° i 4a) iS IOC3tCd ° n Said ° uler seclion < 26 ' 1 26 > such *« friction » s create d by the ring/ 1 14) 
SSJS^ 53C ?SirT rdatlVe l ° S3ld aPPHCal0r 0 10) <" deSCnbCd in ^ - ^ «™ 5, lit' i 

(-eeninl^ 

wherein said insert is attached to a removal device (42. 142) (as described in lines 1 7-24 of column 9). 

uStT? Crit6ria ° Ut PCT ArtiC ' e 33(2) - (3)l bCCaUSe the prior art does not ,each or faif 'y suggest an apparatus for treating 

SSrr.T 8 '^' T" SeC,, ° n> a " anCh ° ring SeCti0n ' an insert adapted 10 be Positioned proximal to said support 8 
sechon and that select, vely provides at least support to said support section wherein said insert is an o-ring. 

1 2 . meCtS •* e Cri,eria SCt ° Ut in PCT ArtfcIC 33 < 2 M3). because the prior art does not teach or fairly suggest an apparatus for 
heating urinary incontinence, compnsing: a support section, an anchoring seclion, an insert adapted to be positioned proximal to said 
support section and that select.vely provides at least support to said support section wherein said insert is an inverse membrane 

Claim 1 5 meets the criteria set out in PCT Article 33(2>(3), because the prior art does not teach or fairly suggest an apparatus for 

s^Lrt SIThTT' C0 7" sin * a su T n SCCl, '°"' a " anCh0rin 8 section - an inserl "» be Positioned praximat to said 

fhTht , ? ,? select.vely prov.des at least support to said support section wherein said insert is an resilient support member 
that biases at least said support section towards a central axis of said apparatus. 

Claim 1 8 meets the criteria set out in PCT Article 33(2)-(3). because the prior art does not leach or fairly suggest an apparatus for 
treating unnary mcontmence, comprising: a support section, an anchoring section, an insert adapted to be positioned proximal to said 

a™^ 



Claims 34-40 meet the cntena set out in PCT Article 33(2)-(3). because the prior art does not teach or fairly suggest an apparatus for 
treating unnary mcontinence. compnsing: a support section, an anchoring section, at least one expander node provided with at least one 
expander connected to sa.d apparatus an elastic member that passes through said at least one expander node and a remo^ble safe y 
catch provided to an expanded end of said elastic member which prevents expanded end from passing through said at least one expander 
node, wherein said elastic member is substantially unstretched. expander 

Claims 41-48 meet the criteria set out in PCT Article 33<2M3). because the prior art does not teach or fairly suggest an apparatus Tor 
treating unnary incontinence, compnsing a support section, an anchoring section, a f.rst groove, and an elastomeric ring positioned on an 
SfSfaSSto aPPara,US WherCi " Said e,astomeric ""8 provides compression forces to at leT amnion 

Claims 55-58 meets the criteria set out in PCT Article 33(2)-(3). because the prior art does not teach or fairly suggest an apparatus for 
treating unnary incontinence compnsing a support section having a plurality of support anus, a removal device.Tnd a bi-stable 
component that is a locking element or a ring slidable on an exterior of said apparatus from a first groove to a second groove wherein the 
apparatus is movable from a first stable position associated with said first groove to a second stable position associate? with saTd Second 

Claim 63 meets the criteria set out in PCT Article 33(2)-(3). because the prior art does not teach or fairly suggest an apparatus for 
treating unnary incontinence compnsing a support section and an insert comprising a first material which exhibits first material 
properties and at least a second material which exhibits second material properties, wherein said insert expands said support section and 
wherein said second matenal is more rigid than the support section. »"Ppon secnon ano 

Claim 65 meets the criteria set out in PCT Article 33(2)-(3), because the prior art does not leach or fairly suggest an apparatus for 
treating unnary mcontmence con.pns.ng a central node that is a rolled sheet, a plurality of support protrusions located on said node and a 
when rolled 3 pr ° ,rUS, ° ns a,so ,ocatcd on said node wherein ™* "ntral node has a larger diameter on one end ^an the other end 

Claims 68 ami 69 meet the criteria set nm in PCT Ar t icle because the nrior ar » rWc nn, teach - fairly c ^, nnrirn ,„- for 
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treating urinary incontinence comprising a connector and a plurality of scrolling sections wherein said scrolling sections are provided 
with a plurality of protrusions for rendering urethral support or anchoring. 

Claim 73 meets the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest an apparatus for 
inserting a vaginal device comprising an enclosure and a lubricating element located externally of said enclosure wherein said 
lubricating element is a ring located around a circumference of said enclosure. 

Claim 82 meets the criteria set out in PCT Article 33(2M3), because the prior art does not teach or fairly suggest an apparatus 
compnsing an enclosure adapted for receipt of at least a first portion of a vaginally insertable device and vaginal insertion, and a section 
adapted tor receipt of at least a second portion of said device such that said second portion is at least partially expanded wherein the 
apparatus further comprises a slidable sleeve located externally of said enclosure for repositioning said second portion of said device 
prior to insertion of said device into a user. 

Claims 89 and 90 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest a collapsible 
apparatus for inserting a vaginal device comprising an enclosure and a plunder adapted to coaxially first within said enclosure an insert 
provided to said vaginal device, wherein said insert is attached to a removal/activator device; wherein said removal/activator device is 
removably latched to the plunger and wherein movement of the plunger out of the enclosure moves said insert at least partially throuch 
the vaginal device. b 
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